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Draft Questionsto the Committee

I's the pathophysiology of GERD the same in patients ages 1/'month to less than one year
and adults? Please discuss.

When acid suppressing agents are approved for symptomatic GERD in adults, should

studies in pediatric patients ages 1 month to less than 1 year be required? Pleasediscuss.

Isthere a population of infants that should be studied in future clinical trials of acid
suppressing agents? Please discuss.

If you answered yes, please respond to the following questions:
a.  How would this population be identified?

b. What primary endpoint should be studied? What assessment tools (pH-metry,
endoscopy, impedance, survey instruments) would you recommend to assess the
primary endpoint?

€. What design should be used? Please comment on duration of treatment and the
roles of enrichment, withdrawal, and concomitant therapies (H, blockers,

antacids, conservative measures).

Areyour recommendations in response to the questions above applicable to the neonatal

and premature infant population? Please discuss.

In what indications other than GERD in patients 1 month to less than 1 year might acid

suppressing agents have atherapeutic role? Please discuss.




